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REMARKS 

The Invention 

This invention relates to methods of providing feedback to doctors, patients, 
care-givers, and drug manufacturers regarding the compHance vs^ith a drug, exercise, 
and/or diet regimen or diagnostic testing by a patient and, more specifically, to a 
method that utilizes smart packages and the Internet to collect data regarding the 
compliance with such a regimen by a patient. The invention provides a method of 
encouraging patient compliance with a medicine regimen that includes interaction 
with the patient and may be used to provide financial incentives to promote 
compliance. The method includes the steps of providing a database which includes 
information regarding each patient. Information is supplied to the database by smart 
packages (described below) and other stakeholders. The information in the database 
is used to construct a patient report that may be viewed by the patient and others. 
Information in the patient report includes data on the patient's compliance, time 
remaining in the regimen, side effects of the medicine, expected results, interactions 
with other medicines, statements complimenting compliance, and warnings 
discouraging non-compliance. The patient report may be accessed by a common 
communication means such as the Internet. 

Smart packages, such as those disclosed in U.S. Patent Application No. 
09/776,983 include electronic memory devices, typically a computer chip, that can be 
programmed with information relating to a medicine and a patient. For example, 
information may include the patient's name and other basic personal information, 
identification of the drug, the prescribed or recommended dosage, and other such 
pertinent data. Smart packages also passively record information as to when the 
package was opened and closed. The opening of a package indicates, but does not 
verify, that the medication was taken. This information is transmitted through a 
communication medium, such as the Internet, to the database. Providing information 
regarding the opening and closing of the package is an on-going process. 

Additional information, for example, interactions between medicines, known 
side effects, costs of alternative medicines, expected results of a medicine regimen, 
and dosage changes can be added to the database by other stakeholders such as 
doctors, health care providers, medicine manufacturers, and insurance companies. 
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Additional data can be generated by doctors upon examination of a patient. This data 
can include recommendations for a diet and exercise regimen or observations about 
the patient and opinions as to whether the patient is complying with the medicine 
regimen. Further, the patient report may include a form, or similar device, that allows 
the patient to provide feedback to the database. All of the information collected can 
be combined with the data from a patient's smart package to prepare the patient 
report. 

After data is gathered from the various stakeholders, the database can 
construct a patient report that includes data such as basic personal information, a 
record of all medicines being used, interactions between the medicines, side effects of 
the medicine, and the expected result. A patient can access this information and 
receive immediate feedback regarding his or her status. Moreover, data supplied by 
the smart package and by a doctor's opinion as to whether a patient is complying with 
the medicine regimen can be displayed. This information can be used to perform a 
calculation of the performance level of the patient which can be displayed alpha- 
numerically. For example, if the patient is taking the medicine, the feedback would 
include encouragement to continue. If the patient is not taking the medicine, a 
warning may be displayed describing the adverse consequences. 

While interaction and feedback will encourage greater compliance with a 
medicine regimen, encouragement can also be a result of a financial reward or 
penalty. The data used to generate the patient report can also be used to generate a 
compliance-behavior value for each patient. The compliance-behavior value can be 
used as a factor in determining a patient's insurance rates, co-payment, or what 
medicines a patient may be approved for. For example, a recalcitrant patient who 
rarely complies with a medicine regimen may simply have his insurance rates 
increased, not unlike a bad driver who has multiple accidents. Data on another patient 
may reveal that she complies with a medical regimen that includes pills taken once a 
day, but not a medical regimen that includes pills taken four times a day. Thus, this 
patient would have a lower insurance rate if she agrees to optimize her medicine 
regimen by using once-a-day medications whenever possible. 
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Status of the Claims 

Claims 1-21 are pending in the application. 

Claims 1 1 and 14 are rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Yarin et al (U.S. Patent No. 6,294,999) in view of Cummings, Jr. (U.S. Patent 
No. 5,301,105). 

Claims 12-13 and 15 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Yarin et aL, '999 and Cummings, Jr, '105, as applied to Claim 11, 
and further in view oi Aten et al (U.S. Patent No. 4,823,982). 

Claims 1-4, 8-10 and 16-21 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Yarin et al.^ '999 and Cummings, Jr. ' 1 05 and further in view of 
Snowden et al (U.S. Patent Application Publication No. 2002/0026332. 

Claims 5-7 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Yarin et al '999, Cummins, Jr, '105, and Snowden et al 2002/0026332, as applied to 
claim 1, and further in view of Aten et al '982. 

Claims 1 1 and 14: Rejected Under 35 U.S.C. $ 103(a) 

Claims 1 1 and 14 are rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Yarin et al (U.S. Patent No. 6,294,999) in view of Cummings, Jr. (U.S. Patent 
No. 5,301 ,105). Yarin discloses a system and method of monitoring patient 
compliance with a medication regimen utilizing an electronic medicine tray structured 
to record a user's interaction therewith. The tray is structured to report such 
interactions to a health care provider, pharmacy and other health care professionals 
and services. Yarin does not, however, disclose the use of a database which includes 
information regarding a plurality of patients and a plurality of medicines. The 
Examiner has provided the statement that, "it is clear that Yarin et al intends that the 
invention be practiced with more than a single participant," but provides no support 
for this statement. As the Examiner further notes, Yarin fails to disclose the use of a 
database which includes information regarding a plurality of patients and a plurality 
of medicines. 

Cummings discloses a health management system structured to integrate 
certain patient data, namely personal and statistical information such as name, age, 
location, etc, as well as financial and insurance information. Cummings does not 
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disclose, or mention, any system or device structured to monitor patient compliance 
with a medication regimen. In fact, the complete statement within Cummings 
regarding patient monitoring reads, "the System determines from entered data, the 
need for Post Treatment matters 230 such as Monitoring 231, Life Style 232, 
Medication 233, Weight Control 234 and Other 235." Col. 14, lines 43-46. Nothing 
in this sentence relates to monitor patient compliance with a medication regimen 
using smart packages and a communication network as in Yarin, As such, the 
Examiner has failed to present evidence set forth with the references that support the 
proposed combination. 

As stated in. In re Geiger, 815 F.2d 686, 2 U.S.P.Q.2d 1276 (Fed. Cir. 1987), 
"obviousness cannot be established by combining teachings of the prior art to produce 
the claimed invention, absent some teaching, suggestion, or incentive supporting 
combination" (emphasis added) (attached as Appendix 1). Put another way, "the 
mere fact that disclosures or teachings of the prior art can be retrospectively combined 
for the purpose of evaluating obviousness/nonobviousness issue does not make the 
combination set forth in the invention obvious, unless the art also suggested the 
desirability of the combination ...." Rite-Hite Corp, v Kelly Co,, 629 F.Supp. 1042, 
231 U.S.P.Q. 161, (attached as Appendix 2) affd819F.2d 1 120, 2 U.S.P.Q.2d 1915 
(E.D. Wis. 1986) (emphasis added). Similarly, the court in, M re Vaeck, 947 F.2d 
488, 20 U.S.P.Q.2d 1438 (Fed. Cir. 1991), stated that "both the suggestion [to make 
the claimed apparatus] and the reasonable expectation of success must be found in the 
prior art, not in the Applicants' disclosure" (attached as Appendix 3). The references 
cited by the Examiner fail to suggest the combination relied upon by the Examiner 
and, as such, these references may not be combined to form the basis of a rejection 
under 35 U.S.C. §103(a). 

The Examiner, citing Cummings Col. 1, lines 54-60, states that "the 

motivation to combine the teachings would have been to provide enhanced 

compliance data through a system that facilitates complete integration of the essential 

elements to provide patients with complete and comprehensive health care. However, 

the cited passage reads: 

The preferred embodiment of the present invention 
includes the integrated interconnection and interaction of 
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the patient, health care provider, bank or other financial 
institution, utilization reviewer/case manager and employer 
so as to include within a single system each of the essential 
elements to provide patients with complete and 
comprehensive health care and payment therefore. 

This passage fails to mention "enhanced compliance data" and refers to incorporating 
financial aspects of health care. Moreover, this passage is directed to the "preferred 
embodiment of the present invention." As such, this objective is met by the invention 
disclosed in Cummings without reference to a need for any other improvement, let 
alone a computer-readable medium structured to communicate with smart packages 
for medicines and a plurality of stakeholders through an electronic medium, and 
containing instructions for determining the compliance of a patient with a medicine 
regimen. 

The Examiner, citing Cummings at Col. 1, line 65 to Col. 2 line 2, fiirther 
states that the motivation for combining the references would have been to enhance 
systems for the analysis of treatment protocols and diagnostic smart systems that 
serve as aids in treatment planning and diagnostic test selection. Again, this statement 
in Cummings is directed to invention disclosed in Cummings without reference to a 
need for any other improvement. Moreover, the Examiner's statement that such a 
motivation for combining these references was only annunciated following the 
disclosure of the present invention. That is, the references do not have such a 
teaching, suggestion, or incentive supporting combination, but, after having examined 
the present application, the Examiner has identified selected elements of the present 
invention in the prior art, and stated that because these elements are present in the 
prior art, and are now disclosed in the present application, the prior art could 
obviously be combined. Such a rationale is pure hindsight and is not the proper basis 
for combining references under 35 U.S.C. § 103(a). 

Independent Claim 1 1 recites a computer-readable medium structured to 
communicate with smart packages for medicines and a plurality of stakeholders 
through an electronic medium, and containing instructions for determining the 
compliance of a patient with a medicine regimen, by storing a database which 
includes infonnation regarding a plurality of patients and a plurality of medicines, 
collecting input data from said stakeholders through said electronic communication 
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medium, collecting data from said smart packages and storing said data in said 
database, and analyzing data to determine the compliance level of the patient. As the 
cited art cannot properly be combined under 35 U.S.C. § 103(a) and as the individual 
references do not disclose a computer-readable medium structured to communicate 
with smart packages for medicines and a plurality of stakeholders through an 
electronic medium, and containing instructions for determining the compliance of a 
patient with a medicine regimen, by storing a database which includes information 
regarding a plurality of patients and a plurality of medicines, collecting input data 
from said stakeholders through said electronic communication medium, collecting 
data from said smart packages and storing said data in said database, and analyzing 
data to determine the compliance level of the patient, the rejection of Claim 1 1 under 
35 U.S.C. § 103(a) is improper and should be withdrawn. 

Claim 14 depends from Claim 1 1 and relies on its dependency for 
patentability. 

Claims 12-13 and 15: Reiected Under 35 U.S.C. S 103(a) 

Claims 12-13 and 15 are rejected under 35 U.S.C. § 103(a) as being 

unpatentable over Yarin et al, '999 and Cummings, Jk '105, as applied to Claim 11, 

and further in view oiAten et al. (U.S. Patent No. 4,823,982). The deficiencies of 

Yarin and Cummings are set forth above. Aten discloses a multiple cartridge 

dispensing system that includes a computer and which may record when a drug within 

a cartridge has been dispensed. Data collected by the computer may be converted into 

a compliance score. The Examiner cites Col. 1 5, lines 5-1 6 as disclosing a teaching 

regarding the collection of data regarding the expected results of a medicine. Aten 

Col. 15, lines 5-16 reads: 

Another index can be computed that measures the 
effectiveness of the doses that were taken. This daily 
compliance score measures the number of medication 
dosing intervals during which the patient was under or over 
medicated. The actual dosing intervals are compared to the 
prescribed dosing intervals and intervals that are longer or 
shorter than some allowed length of interval tolerance are 
counted and weighted according to how excessively short 
or long the improper interval is. The daily compliance score 
then is a measure of how well the medication levels 
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matched the prescribed levels irrespective of actual 
dispensing times. 

This disclosure does not disclose the collection of data regarding the expected results 
of a medicine. 

Additionally, even if Aten did disclose a system for colleting data regarding 
the expected results of a medicine, which it does not, nothing in Aten provides a 
teaching, suggestion, or incentive supporting the stated combination. That is, if Aten 
actually disclosed this element of the present invention, the Examiner would have 
merely identified another reference with an element of the present invention. The 
Examiner has not identified wherein Aten suggests a combination with another 
reference. 

Further, the Examiner states that the motivation to combine references is to 
gather patient compliance data to compare to the actual dosing intervals to the 
prescribed dosing intervals to determine how well the actual medication levels 
matched the prescribed levels. Even if such a motivation existed, this would not 
motivate one skilled in the art to a system for colleting data regarding the expected 
results of a medicine. That is, tracking a patient's compliance to a drug regimen does 
not relate to providing information as to the expected results of a medicine. That 
information would be provided by a drug manufacturer, doctor or pharmacist. 

Claim 1 2, which depends from Claim 1 1 detailed above, further recites that 
data collected fi*om said stakeholders includes data regarding the side effects of a 
medicine, interactions between medicines, and the expected results of medicines. As 
the references cannot be combined as suggested by the Examiner and as Aten fails to 
disclose a system for colleting data regarding the expected results of a medicine, the 
rejection of Claim 12 under 35 U.S.C. § 103(a) should be withdrawn. 

Claims 13 and 15 depend, either directly or indirectly, fi-om Claim 1 1 and rely 
on their dependency for patentability. 

Claims 1-4. 8-10 and 16-21; Rejected Under 35 U.S.C. S 103(a) 

Claims 1-4, 8-10 and 16-21 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Yarin et aL, '999 and Cummings, Jr. '105 and fiarther in view of 
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Snowden et al (U.S. Patent Application Publication No. 2002/0026332. The 
deficiencies of Yarin and Cummings are set forth above. Snowden discloses a system 
and method of controlling patient records, including allowing a patient access to the 
record. As before, Snowden discloses a single element of the present invention. 
Snowden does not, however, provide a teaching, suggestion, or incentive supporting 
the stated combination. As such, the identified prior art is only a recitation of diverse 
references each of which include selected elements of the claimed invention. The 
Examiner's stated motivation for combining the references does not exist within the 
references and, as such, the Examiner is again using hindsight to improperly create a 
basis for a rejection under 35 U.S.C. § 103(a). 

Independent Claim 1 recites a method of disseminating medical information to 
increase patient compliance with a medical regimen, said method comprising the steps 
of; creating a database which includes information regarding a plurality of patients 
and a plurality of medicines, providing a system structured to allow a plurality of 
stakeholders to access said database and input data into said database through an 
electronic communication medium, collecting input data from said stakeholders in 
said database through an electronic communication medium, providing medicine to a 
patient in a smart package, providing a device structured to allow said smart packages 
to interact with said database through an electronic communication medium, 
collecting data from said smart packages and storing said data in said database, 
analyzing data to determine the compliance level of the patient, creating a patient 
report for each said patient having data relevant to each said patient, and allowing 
each said patient to access his or her patient report through an electronic 
communication medium. As the cited references cannot be combined as provided by 
the Examiner, and as no individual reference discloses a method of disseminating 
medical information to increase patient compliance with a medical regimen, said 
method comprising the steps of; creating a database which includes information 
regarding a plurality of patients and a plurality of medicines, providing a system 
structured to allow a plurality of stakeholders to access said database and input data 
into said database through an electronic communication medium, collecting input data 
from said stakeholders in said database through an electronic communication 
medium, providing medicine to a patient in a smart package, providing a device 
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structured to allow said smart packages to interact with said database through an 
electronic communication medium, collecting data from said smart packages and 
storing said data in said database, analyzing data to determine the compliance level of 
the patient, creating a patient report for each said patient having data relevant to each 
said patient, and allowing each said patient to access his or her patient report through 
an electronic communication medium, the rejection of Claim 1 under 35 U.S.C. § 
103(a) is improper and should be withdrawn. 

Claims 2-4 and 8 depend, directly or indirectly, from Claim 1 and rely on their 
dependency for patentability. 

Claim 9, which depends from Claim 8, further recites that an insurance 

company provides the patient with insurance at a rate, the insurance company adjusts 

the rate for a patient based on said patient's compliance-behavior value, and updates 

the patient report with information about the adjustment in the rate. The Examiner 

cites Cummings Col, 4, lines 53-62, Col. 8, lines 35-54, and Col. 9, lines 39-46 in 

support of the rejection. These excerpts are set forth below: 

For situations in which an insurance company is involved, 
relevant insurance company information and benefits as 
represented by Insurance Company File 18. Examples of 
pertinent information in such File 1 8 include the 
identification of covered illnesses and procedures, limits on 
insurance company payments for various illnesses and 
procedures, treatments and procedures for which utilization 
review is required, and treatments and procedures for 
which second opinions are necessary. 

Col. 4, lines 53-62. 

After preventive health recommendations have been 
communicated to the participant, provision is made for 
periodic monitoring and review 78. Such monitoring may 
take any of a variety of forms such as voluntary 
participation in tests, checking in to exercise areas by 
semiautomatic verification such as engaging an 
identification card with an appropriate reader, automatic 
identification of a participant by known sensing 
mechanisms appropriately located on an oval running track 
to account the number of times a participant has traversed 
the track, and the like. A variety of other monitoring 
techniques will also be evident to those skilled in the art. 
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In addition to the foregoing, health incentives and rewards 
79 may be included in the preventive health portion of the 
System. Thus, for example, bonuses may be credited to 
participants according to the extent to which they adhere to 
their personalized recommended preventive health program 
or to the extent to which their own personal draw upon 
health resources falls below specified levels. 

Col. 8, lines 35-54. 

In order to expedite physician/staff review, provision is 
made to optionally produce a summary report. This is 
denoted by rectangle 106 Prompt "Do you want a Medical 
Chart Summary Report." If the summary report is requested 
as noted at 107, the report is then displayed either by visual 
display (e.g., display 66) or printed out as noted by 
rectangle 108 "Print Summary Report of Most Recent H&P 
and Test Results." 

Col- 9, lines 39-46. 

Applicant notes that the last citation does not appear to be relevant to insurance or 
financial incentives. While a typographical error may have been made in the citation. 
Applicant cannot identify a relevant passage at the identified lines in another column. 

With regard to the first cited passage, Applicant notes that, while an insurance 
company is identified as a participant in the system, this participation is limited to 
"identification of covered illnesses and procedures, limits on insurance company 
payments for various illnesses and procedures, treatments and procedures for which 
utilization review is required, and treatments and procedures for which second 
opinions are necessary." There is no indication that "insurance rates" are a factor in 
the Cum filings system. 

Further, with regard to the second passage, Applicant notes that there is no 
indication as to what was intended by the phrase, "health incentives and rewards." 
The Examiner has explained that he has interpreted "health incentives and rewards" to 
include financial rewards; however, nothing in the cited passage indicates that there is 
such a financial aspect to the program. That is, this section, Col. 8 lines 1-55, relates 
to a "Wellness Health Management System" and not to insurance. The Wellness 
Health Management System relates to imposing a health regiment on a patient, such 
as a diet, exercise, non-smoking, etc. Thus, Applicant believes that the phrase. 
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"health incentives and rewards" does not support the Examiner's interpretation. 
Given the context of a Wellness Health Management System wherein the patient is 
being denied selected foods and other vices, "health incentives and rewards" is more 
likely to indicate that, following good behavior, the patient is allowed, for example, to 
have a small amount of candy or allowed to skip a day of exercise. However, 
Applicant again notes that there is no indication as to what was intended by the 
phrase, "health incentives and rewards" and is merely guessing what an "incentive 
and reward" may mean in the context of a Wellness Health Management System. 

Moreover, the adjustment of an insurance rate is more akin to the removal of a 
penalty than providing an award. That is, a "reward" is an extra benefit that is given 
to a person so that their "position," for lack of a better word, is improved. Insurance 
companies generally impose a higher premium for an unhealthy person, e.g, a smoker, 
above a normal rate. Thus, the smoker's "position" is lower than normal. By 
adjusting the insurance rate according to the present invention, the disadvantaged 
person is brought up to normal, not raised above normal. As such, the removal of a 
penalty, e,g. adjusting the insurance rate, is not the same as providing a "reward." 

Thus, as Cummings as fails to disclose that an insurance company provides the 
patient with insurance at a rate, the insurance company adjusts the rate for a patient 
based on said patient's compliance-behavior value, and updates the patient report with 
information about the adjustment in the rate, the rejection of Claim 9 under 35 U.S.C. 
§ 103(a) is improper and should be withdrawn. 

Claim 1 0 depends from Claim 1 and relies on its dependency for patentability. 

Independent Claim 16 recites a computer-readable medium containing a data 
structure for storing data relating to the compliance of a patient with a medicine 
regimen containing data relating to a plurality of medicines and an account for each of 
a plurality of patients, each account containing data identifying the medicines being 
taken by each a patient and the data identifying when a smart package that contains 
the medicine is used. As the cited references cannot be combined as provided by the 
Examiner, and as no individual reference discloses a computer-readable medium 
containing a data structure for storing data relating to the compliance of a patient with 
a medicine regimen containing data relating to a plurality of medicines and an account 
for each of a plurality of patients, each account containing data identifying the 
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medicines being taken by each patient and the data identifying when a smart package 
that contains the medicine is used, the rejection of Claim 16 under 35 U.S.C. § 103(a) 
is improper and should be withdrawn. 

Claim 1 7 depends from Claim 16 and relies on its dependency for 
patentability. 

Independent Claim 1 8 recites a system for disseminating medical information 
to increase patient compliance with a drug regimen comprising; a computer controlled 
by an administrator, a component storing a database which includes information 
regarding a plurality of patients and a plurality of medicines, a means for a plurality of 
stakeholders to access said database and input data into said database through an 
electronic communication medium, a means for recording input data from said 
stakeholders in said database through an electronic communication medium, a smart 
package for storing medicine, a means for said smart packages to interact with said 
database through an electronic communication medium, a means for collecting data 
from said smart packages and storing said data in said database, a data analyzing 
component that analyzes said data from said smart packages to determine the 
compliance level of the patient, a patient report generating component that creates a 
patient report for each said patient, said patient report having data relevant to each 
said patient, and a means for allowing each said patient to access his or her patient 
report through an electronic communication medium. As the cited references cannot 
be combined as provided by the Examiner, and as no individual reference discloses a 
system for disseminating medical information to increase patient compliance with a 
drug regimen comprising; a computer controlled by an administrator, a component 
storing a database which includes information regarding a plurality of patients and a 
plurality of medicines, a means for a plurality of stakeholders to access said database 
and input data into said database through an electronic communication medium, a 
means for recording input data from said stakeholders in said database through an 
electronic communication medium, a smart package for storing medicine, a means for 
said smart packages to interact with said database through an electronic 
communication medium, a means for collecting data from said smart packages and 
storing said data in said database, a data analyzing component that analyzes said data 
from said smart packages to detemiine the compHance level of the patient, a patient 
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report generating component that creates a patient report for each said patient, said 
patient report having data relevant to each said patient, and a means for allowing each 
said patient to access his or her patient report through an electronic communication 
medium, the rejection of Claim 1 8 under 35 U.S.C. § 103(a) is improper and should 
be withdrawn. 

Claims 19-21 depend, directly or indirectly, from Claim 18 and rely on their 
dependency for patentability. 

Claims 5-7; Rejected Under 35 U.S.C. § 103(a) 

Claims 5-7 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Yarin et al '999, Cummins, Jr. M05, and Snowden et al. 2002/0026332, as applied to 
claim 1 , and further in view of Aten et al. '982. As set forth above, while individual 
references may contain a selected element of the recited invention, none of the 
references cited by the Examiner provide a teaching, suggestion, or incentive 
supporting the stated combination. As such, as to each rejection of Claims 5-7, the 
cited references cannot be combined as provided by the Examiner, and as no 
individual reference discloses all of the recitations of any of Claims 5-7, the rejections 
of Claims 5-7 under 35 U.S.C. § 103(a) are improper and should be withdrawn. 
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CONCLUSION 

In view of the remarks above, Applicant respectfully submits that the 
application is in proper form for issuance of a Notice of Allowance and such action is 
requested at an early date. 



Registration No. 42,691 
Eckert Seamans Cherin & Mellott, LLC 
600 Grant Street, 44th Floor 
Pittsburgh, PA 15219 
(41 2) 566-1 253 Attorney for Applicant 
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